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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.1 14, including the fee set forth in 
37 CFR 1 .17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on 3/25/08 has been entered. 

Election/Restrictions 

Claims 50 and 5 1 arc withdrawn from further consideration pursuant to 37 CFR 1.142(b) 
as being drawn to a nonelected invention, there being no allowable generic or linking claim. 
Election was made without traverse in the reply filed on 12/18/06. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 34-36, 38-45, 47-49, 52-55, 57, 59, 60, and 80-91 rejected under 35 U.S.C. 112, 
first paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. The subject matter which was 
not described in the original specification is the member having a "recess corresponding in one 
of shape and size to the structure, and wherein the structure includes a cross-sectional dimension 
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that is different than a cross-sectional dimension of the connector" in combination with the other 
elements in the claim(s). The original specification does not show completely from all angles the 
member, recess, and connector or fully describe the combination of the three and it can not be 
determined if the "recess correspond^] in one of shape and size to the structure" since the recess 
could be square or bigger or smaller than the structure and/or the metes and bounds of 
"correspond" have not been set forth. In addition, the original specification did not state that the 
structure includes a cross-sectional dimension that is different than a cross section dimension of 
the connector and therefore the dimensions could be the same. 

Finally, for claims 85, 87, 89, and 9 1 , the original specification did not describe or show 
an opening smaller than the structure. The opening could be larger than the structure and held by 
other means, such as adhesive. 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 


Application/Control Number: 1 0/073 ,968 Page 4 

Art Unit: 3762 

invention was made in order for the examiner to consider the applicability of 35 U.S. C. 103(c) 
and potential 35 U.S. C. 102(e), (f) or (g) prior art under 35 U.S. C. 103(a). 

Claims 34-36, 38-45, 47-49, 52-54, 57-60 and 80-91 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over O'Connor (5450860). 

O'Connor discloses a ligament, 12, (the claimed connector) that is approximately 10-20 
cm, elongated, is capable of extending across at least one chamber due to its size, and can be cut 
to the proper size of the application (e.g. col. 5, lines 54-65), the use of sutures/pledgets (e.g. 40, 
42, 48) at both ends (the claimed members) and other places along the ligament (e.g. col. 10, 
lines 48-55) and shows that the ligament can have an elongated or circular pledget/member 
having holes in figures 16, 17, 6, etc. For claims 36-39 and 60, the second connector is consider 
to be one of the pledgets since it joins the members through the ligament, is encased in heart 
tissue and is straight. Finally, O'Connor is capable of meeting the functional use recitations 
presented in the claim, such as having at least two portions of the outer wall displaced inwardly 
from the unrestricted portion, reconfigure the chamber, being located at the anterolateral surface, 
etc., since O'Connors ligament and sutures are used on heart valves, can be used for other 
applications (e.g. col. 7, line 20, col. 10), and is capable of being placed through the heart 
chamber and sutured to the epicardial surface using the sutures and/or pledgets to obtain the 
claimed intended use recitations. It is noted that the size of the heart the claimed device is meant 
for, the size of the device, and/or whether it is a animal or human heart has not been set forth in 
the claims and therefore the size of the device used in O'Connor is not particularly relevant as 
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long as it can meet the structural elements and is capable of meeting the functional use 
recitations presented in the claims. 

O'Connor does not disclose a member including a recess for receiving a ball structure, 
the recess corresponding in one of shape and size to the structure and having an opening smaller 
than the structure and receiving the connector, and wherein the structure includes a cross- 
sectional dimension that is different than a cross-sectional dimension of a connector. It would 
have been an obvious matter of design choice to a person of ordinary skill in the art to modify 
the device of O'Connor with a member including a recess for receiving a ball structure, the 
recess corresponding in one of shape and size to the structure and having an opening smaller than 
the structure and receiving the connector, and wherein the structure includes a cross-sectional 
dimension that is different than a cross-sectional dimension of a connector, because Applicant 
has not disclosed that a member including a recess for receiving a ball structure, the recess 
corresponding in one of shape and size to the structure and having an opening smaller than the 
structure and receiving the connector, and wherein the structure includes a cross-sectional 
dimension that is different than a cross-sectional dimension of a connector provides an 
advantage, is used for a particular purpose, or solves a stated problem. One of ordinary skill in 
the art, furthermore, would have expected Applicant's invention to perform equally well with 
sutures and pledgets as taught by O'Connor, because it provides the predictable results of a 
connection that does not (or minimally) damage the surrounding tissue and allows for non- 
traumatic use of the device and method to treat the patient. In addition, it is well known in the 
art to provide a member including a recess for receiving a ball structure, the recess corresponding 
in one of shape and size to the structure and having an opening smaller than the structure and 


Application/Control Number: 1 0/073 ,968 Page 6 

Art Unit: 3762 

receiving the connector, and wherein the structure includes a cross-sectional dimension that is 
different than a cross-sectional dimension of a connector (e.g. a button type member) to provide 
the predictable results of a conventional connector and member that effectively distributes the 
pressure of a wide area. 

Therefore, it would have been an obvious matter of design choice to modify O'Connor to 
obtain the invention as specified in the claim(s). 

Claims 34-36, 38-45, 47-49, 58-60 and 80-91 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Fleischman et al (6132438). 

Fleischman discloses a suture, 126, (the claimed connector) that is tied to each member, 
(and therefore each is considered a separate first or second connector) and goes through the heart 
wall (figure 32 b) and shows the convex shaped members, 120, and how they can be substituted 
for the members, 116, in figures 31a and 31b. Also for claims 36-39 and 60, the second 
connector is consider to be the combination of an anchor and suture since it joins the members 
through the suture, is encased in heart tissue and is straight. 

In addition, another interpretation of Fleischman is that Fleischman discloses in figures 
31a, b, and c the plurality of members (far left and right anchors, 116) and connectors (suture 
126, each connected to separate anchors, in combination with top and bottom anchors 116). 

It is noted that the claim does not state that the second connector directly joins the 
members. Finally, Fleischman is capable of meeting the functional use recitations presented in 
the claim, such as having at least two portions of the outer wall displaced inwardly from the 
unrestricted portion, reconfigure the chamber, being located at the anterolateral surface, etc., 
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since Fleischman's suture and anchors are used on the heart and the suture and anchors are 
capable of being placed through the heart chamber with the anchors being used on the epicardial 
surface and the suture tightened to obtain the claimed intended use recitations. It is also noted 
that the size of the heart the claimed device is meant for, the size of the device, and/or whether it 
is a animal or human heart has not been set forth in the claims and therefore the size of the 
device used in Fleischman is not particularly relevant as long as it can meet the structural 
elements and is capable of meeting the functional use recitations presented in the claims. 
Fleischman does not disclose a member including a recess for receiving a ball structure, the 
recess corresponding in one of shape and size to the structure and having an opening smaller than 
the structure and receiving the connector, and wherein the structure includes a cross-sectional 
dimension that is different than a cross-sectional dimension of a connector. It would have been 
an obvious matter of design choice to a person of ordinary skill in the art to modify the device of 
Fleischman with a member including a recess for receiving a ball structure, the recess 
corresponding in one of shape and size to the structure and having an opening smaller than the 
structure and receiving the connector, and wherein the structure includes a cross-sectional 
dimension that is different than a cross-sectional dimension of a connector, because Applicant 
has not disclosed that a member including a recess for receiving a ball structure, the recess 
corresponding in one of shape and size to the structure and having an opening smaller than the 
structure and receiving the connector, and wherein the structure includes a cross-sectional 
dimension that is different than a cross-sectional dimension of a connector provides an 
advantage, is used for a particular purpose, or solves a stated problem. One of ordinary skill in 
the art, furthermore, would have expected Applicant's invention to perform equally well with the 
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anchors/members as taught by Fleischman, because it provides the predictable results of a 
connection that does not (or minimally) damage the surrounding tissue and allows for non- 
traumatic use of the device and method to treat the patient. In addition, it is well known in the 
art to provide a member including a recess for receiving a ball structure, the recess corresponding 
in one of shape and size to the structure and having an opening smaller than the structure and 
receiving the connector, and wherein the structure includes a cross-sectional dimension that is 
different than a cross-sectional dimension of a connector (e.g. a button type member) to provide 
the predictable results of a conventional connector and member that effectively distributes the 
pressure of a wide area. 

Therefore, it would have been an obvious matter of design choice to modify Fleischman 
to obtain the invention as specified in the claim(s). 

Claims 34-36, 38-45, 47-49, 52-55, 57, 59, and 60 are rejected under 35 U.S.C. 103(a) as 
being unpatentable Melvin (5957977). 

Melvin discloses cords and elements, e.g. 86, 53, 58, 54, that function as elongated 
connectors between each member (e.g. 70 A and 70B, figures 2 and 6) with the members being 
circular, convex, and/or pad like (e.g. figure 5A, 6). As seen in figure 6, Melvin's elongated 
connector, such as the combination of elements 86, 52, and cord attached to bottom pad 80, 
extends across at least one chamber. 

Melvin is capable of meeting the functional use recitations presented in the claim, such as 
having at least two portions of the outer wall displaced inwardly from the unrestricted portion, 
reconfigure the chamber, being located at the anterolateral surface, etc., since Melvin device is 
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used on the heart, is capable of being inflated and maintained at the pressure, applying uniform 
pressure or applying an indentation against one point (e.g. col. 3, lines 45-52). In addition, it is 
noted that the use of "static" occurs in the preamble. 

Melvin does not disclose a member including a recess for receiving a ball structure, the recess 
corresponding in one of shape and size to the structure and having an opening smaller than the 
structure and receiving the connector, and wherein the structure includes a cross-sectional 
dimension that is different than a cross-sectional dimension of a connector. It would have been 
an obvious matter of design choice to a person of ordinary skill in the art to modify the device of 
Melvin with a member including a recess for receiving a ball structure, the recess corresponding 
in one of shape and size to the structure and having an opening smaller than the structure and 
receiving the connector, and wherein the structure includes a cross-sectional dimension that is 
different than a cross-sectional dimension of a connector, because Applicant has not disclosed 
that a member including a recess for receiving a ball structure, the recess corresponding in one of 
shape and size to the structure and having an opening smaller than the structure and receiving the 
connector, and wherein the structure includes a cross-sectional dimension that is different than a 
cross-sectional dimension of a connector provides an advantage, is used for a particular purpose, 
or solves a stated problem. One of ordinary skill in the art, furthermore, would have expected 
Applicant's invention to perform equally well with yolk/cushion/members as taught by Melvin, 
because it provides the predictable results of a connection that does not (or minimally) damage 
the surrounding tissue and allows for non-traumatic use of the device and method to treat the 
patient. In addition, it is well known in the art to provide a member including a recess for 
receiving a ball structure, the recess corresponding in one of shape and size to the structure and 
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having an opening smaller than the structure and receiving the connector, and wherein the 
structure includes a cross-sectional dimension that is different than a cross-sectional dimension 
of a connector (e.g. a button type member) to provide the predictable results of a conventional 
connector and member that effectively distributes the pressure of a wide area. 

Therefore, it would have been an obvious matter of design choice to modify Melvin to 
obtain the invention as specified in the claim(s). 

Claim 55 is rejected under 35 U.S.C. 102(b) as anticipated by or, in the alternative, under 
35 U.S.C. 103(a) as obvious over O'Connor (or claim 57 of Fleishman). O'Connors sutures and 
pledgets arc meant for the heart and to be implantable and therefore are biocompatible. In 
addition, O'Connor uses an example of CV-2 Goretex suture which is biocompatible. (Fleishman 
is also meant to be implanted and therefore the connector would be biocompatible) 

In the alternative, it would have been obvious to one having ordinary skill in the art at the 
time the invention was made to modify the implantable device of O'Connor (or Fleishman) with 
biocompatible materials since it was known in the art that implantable devices use biocompatible 
materials to provide the predictable results of not having the body reject the device and so that an 
infection does not occur. 

Response to Arguments 

Applicant's arguments with respect to the claims have been considered but are moot in 
view of the new ground(s) of rejection necessitated by amendment 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to George R. Evanisko whose telephone number is 571 272 4945. 
The examiner can normally be reached on M-F 6:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on 571 272 4955. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 

Application Information Retrieval (PAIR) system. Status information for published applications 

may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 

applications is available through Private PAIR only. For more information about the PAIR 

system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 

system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 

like assistance from a USPTO Customer Service Representative or access to the automated 

information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/George R Evanisko/ 

Primary Examiner, Art Unit 3762 

GRE 

5/29/08 


